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European Biopharmaceutical Enterprises (EBE) is the Brussels-based European trade association that
represents biopharmaceutical companies of all sizes operating in Europe. It has 65 member companies,
which are engaged in the research, development, manufacturing and marketing of new medicinal products
using biotechnology. EBE also operates as the biotechnology arm of EFPIA, the European
pharmaceutical industry federation.
Tenders and Biological Medicines
Tenders are used where multiple suppliers bid to provide products that are deemed to be interchangeable1.
Due to their unique starting material and the complex manufacturing process, biological medicines,
including biosimilars, should not be subject to automatic substitution.2 Procurement practices such as
tendering should therefore be limited to pharmaceutical products that are interchangeable and always
provide for a sufficiently broad choice of products.
Background
Nearly all EU countries have tender and negotiation mechanisms in the hospital sector in place.3 This
procurement practice can be defined as “buying pharmaceuticals by purchasers like public hospital
associations on the basis of a –often strictly defined-tendering procedure with granting the contract to a
pharmaceutical company/importer who offered the best bid."4 This practice is primarily used for
medicines which are genuinely identical, bio-equivalent, multi-sourced and off-patent, i.e., small
chemical molecules, so-called generics and their originators that have lost patent and exclusivity.
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However, the same criteria can obviously not be applied when selecting and purchasing non-identical
medicines. Due to the differences of these medicines this procurement practice bears the risk that patients
do not obtain the medicine best suited to treat their conditions. Moreover, in the case of single-source, i.e.
patented medicines, rewards for innovation would be undermined.
As for biological medicines, tendering of biosimilars and/or their originators that have lost patent and
exclusivity (in the following called "reference products") requires the same considerations. According to
the European Medicines Agency (EMA) biosimilars are "not generic medicinal products, since it could be
expected that there may be subtle differences between similar biological medicinal products from
different manufacturers or compared with reference products".5 Biosimilars applicants need to
demonstrate similarity to the reference product; assessments of interchangeability and substitutability are
neither part of the scientific evaluation nor a condition to gain marketing authorization. Therefore, no
conclusion on interchangeability or automatic substitution can be made based on the grant of a market
authorization.6 With regard to biologicals individual patients may respond differently to the same
treatment because of (genetic or environmentally determined) differences between patients, i.e. the socalled "inter-patient variability".
In general, a tender with biologicals - whether it includes one or several reference products and their
corresponding biosimilar(s) -, where "one winner takes all" neglects these differences and can result in the
forced switching of a broad patient population from their currently prescribed medication to the single
biological from the winning tender.7 In contrast, if a prescriber decides to switch a patient from an
originator biological to a biosimilar, or vice versa, or from one biosimilar to another, he or she should
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inform and prepare the patient for use of the new product, which may have a different device and/or a
different patient support system.8 In case of any problems, the prescriber should be able to identify
immediately the source of the problem, report it, and move to a better choice for the patient.
EBE’s Position on Tendering
EBE recognises the role of public procurement processes, i.e. "to ensure the best possible procurement
outcomes in terms of value for money."9 Nevertheless procurement practices need to fit the purpose and
therefore be in the interest of the patients including safety of the patient. In addition, as the proposal of the
Public Procurement Directive states they should allow procurers to make better use of public procurement
to support and promote innovation.
In the view of EBE, procurement practices such as tendering should always:
Contain a variety of selection criteria and not only price;
provide for a sufficiently broad choice of products, i.e., instead of a single medicine a variety of
biological medicines should be available for patients;
include a scientific committee, i.e. physicians, in the decision-making process, and should respect
and safeguard the autonomy of clinical choice;
allow continuation of treatment, i.e. any switching of treatment should only happen under the
guidance of a treating physician in relation to the concerned patient.
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